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~eterrn~~~t~o~ of Regulatory Review Period for Purposes of Patent 

Extension; REFACTO 

A~E~CY~ Food and Drug Administration, WHS. 

ACTlION: Notice. 

s Y: e Food and Drug Administration (FDA) has determined 

e regulatory review period for REFACTO and is ublishing this 

notice of that determination as required by law, FDA has made 

the determination because of the submission of an application to 

the ~~~~~ss~o~e~ of Patents and Trademarks, Department of 

Commerce, for the extension of a patent which claims that human 

biological product. 

DRESSES: Submit written comments and petitions to the Dockets 

Branch (HFA-305) fl Food and Drug Administration, 5630 

Fishers Lane, rm, 1061, Rockville, MD 20852. Submit electronic 

comments to htt~:~/~~fda.gov/do~kets~e~omments. 

FOR FETTER ~~FO~T~O~ CONTACT: 

Claudia V. Grille, 

Office of Regulatory Policy (HFD-7) I 

Food and Drug Administration, 

5600 Fishers Lane, 

Rockville, MD 20857, 

30X-594-5645. 
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The Drug Price competition and Patent 

Term Restoration Act of 1984 (Public Law 98-417) and the Generic 

imal Drug and Patent Term Restoration Act (Public Law 1~~-6~~~ 

generally provide that a patent may be extended for a period of 

to 5 years SQ long as the patented item (human drug product, 

a~~rna~ drug product, medical device, food additive, or color 

additives was subject to regulatory review by FDA before the item 

was marketed. Under these acts, a product% regulatory review 

eriod forms the basis for determining the amount of extension an 

applicant may receive. 

regulatory review period consists of two periods of time: 

A testing phase and an approval phase- Fur human biological 

roducts, e testing phase begins when the exemption to permit 

the clinical. investigations of the biological becomes effective 

an runs until the approval phase begins. The approval phase 

starts with the initial submission of an application to market 

the human iological product and continues until FDA grants 

~~~rn~~sio~ to market the biological product. Alt ough only a 

ortion 0 a regulatory review period may count toward the actual 

amount of extension that the Commissioner of Patents and 

Trademarks may award (for example, half the testing phase must be 

subtracte as well as any time that may have occurred before the 

patent was issued), FDA% determination of the length of a 

regulatory review period for a human biological product will 
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include alI. of the testing phase and ay;proval phase as specified 

in 35 U.S..C. 156fg) (I-) (X3). 

FDA recently approved for marketing the human biologicaL 

product EFACTO (novel procoagulant proteins). REFACTO is 

for the control and prevention of hemorrhagic episodes 

for short-term routine and surgical prophylaxis in patients 

hemophilia A. Subsequent to this approval, the Patent and 

Trademar Office received a patent term restoration application 

FACTO (U,S, Patent No. 4,868,112) from the Genetics 

?~stitute, IRC.~ and the Patent and Trademark Office requested 

FDA% assistance in determining this patent% e~igi~~~~ty for 

atent term restoration, In a letter dated May 11, 2001, FDA 

e Patent and Trademark office that this human 

iological. roduct had undergone a regulatory review period and 

that the approval of REFACTO represented the first permitted 

commercial marketing or use of the product. Shortly thereafter, 

the Patent and Trademark Office requested that FDA determine the 

product's regulatory review period. 

FDA has determined that the applicable regulatory review 

period fo REFACTU is 1,751 days. Of this time, 987 days 

occurred uring the testing p ase of the regulatory review 

period, ile 764 days occurred during the approval phase. These 

periods of time were derived from the following dates: 

I. The date an exemption under section 505(i) of the 

Federal Food, Drug, and Cosmetic Act (22 U.S.C. 355(i)) became 
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effec tive: May 23, 1995.. The applicant c laims  arch 14, 1994, 

s  the date the invest igational new drug application ~~~~ became 

effec tive. However, FDA records indicate that the IND effec tive 

1995, which was 30 days after FDA receipt of the 

2. The date the application was initially  submitted with 

ect to the human biological product under sect ion 351 of the 

ublic  W ealth Service Act (42 U.S.C. 262): February 2, 1998. 

FDA has ver ified the applicant% c laim that the roduct license 

application (PLA) for REFACTO (P 98-0137) was initially  

submitted on February 2, 1998. 

3. The date the application was approved: Marc 6, 2~~~* 

DA has ver ified the applicant's c laim that PLA 98-0137 was 

approved on March 6, 2000. 

This  determination of the regulatory review period 

es the maximum potential ength of a atent extension. 

~owever~ the U.S. Patent and Trademark O ffice applies  several 

s tatutory  limitations  in its  calculations  of the actual period 

for patent extension, In its  application for patent extension, 

licant seeks 1,475 days of patent term extension. 

Anyone wit knowledge that any of the dates  as ublished are 

incorrect may submit to the Dockets Management Branch (address 

eve) wr itten or elec tronic  comments and ask  for a 

ination by [insert date 60 days after date of pub~i~at~o~ 

in the F~D~~L REGISTER]. ---  Furthermore, any interes ted person may 






